HNHCTPYKIUA
IO MEJUIIUHCKOMY NIPUMEHEHUIO JJEKAPCTBEHHOI'O IIPEITAPATA

Beporpekcen®

PerucrpanuoHHbINi HOMeEP:
Toproeoe HanmeHoBaHue: Beporpekcen®
MeskayHapoaHOe HENATEHTOBAHHOE HJIH I'PYNIIIHPOBOYHOE HAMMEHOBAHHE: IIEMETPEKCE]T

JlekapcTBenHas popma: muoduIN3aT ISl MPUTOTOBIICHUSI pacTBOpa it HHPY3uit

CocraB
CocraB Ha ofuH (IaKoH
eticmsyrowee gewgecmao:
[TemeTrpekcen nuHaTpus 110,8 Mr 554 mr
B [IEpECUETE HA IEMETPEKCENT 100 mr 500 mr
Bcnomocamenvuvie gewgecmsa:
ManHuTON (MAHHHT) 100 mr 500 mr
Harpus ruapoxcun™ wimm 1o pH 6,6 — 7,8

XI0opuCTOBOAOPOIHAS KUCTOTA*

* IIpu HEOOXOUMOCTH Il KOPPEKTUPOBKH pH B TEXHOJIOTHUECKOM IpoIiecce

Onucanue

JImodpunmzar ot 06e7I0T0 0 KEITOBATOTO WUITH KEIITOBATO-3€JICHOTO IBETA.

dapmakoTepaneBTHYECKasi TPYNIA: IPOTUBOOITYXO0JIEBOE CPEACTBO, AHTUMETAOOIUT

Koa ATX: LO1BAO4

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

[lemeTpekcen SBISETCS MHOTOLEJIEBBIM IMPOTHUBOOIYXOJEBBIM aHTHU(OIATOM, KOTOPBIN
OKa3bIBAET CBOE JCHCTBME MyTEM HAPYIICHUS KIIOUEBBIX (DOIAT-3aBUCHMBIX META0OIMUYECKUX
IIPOLIECCOB, KPaWHE BaKHBIX IS PEIUIMKALUU KIIETOK.

Hccnenosanus in Vitro mokasanu, 4To meMeTpeKce.l BeAeT ceds Kak MHOTOIeNeBOi aHTH(oAT,

UHTHOUPYS TUMHIAIATCHHTA3Y (TS), auruapodomaTpeyKrasy (DHFR),



rmuuHamMuapuoonykiaeotuadgopmuntpanchepady (GARFT), KoTopbie SBISIIOTCS KIFOUYEBBIMH
donar-3aBUCUMBIME (pepMEHTaMH MPU OMOCUHTE3€ THMHIWHOBBIX M IyPUHOBBIX HYKJICOTH/IOB.
[TemeTpekcen mocTymaer B KJIETKH C IOMOIIBIO MEPEHOCUYHMKA BOCCTAHOBICHHBIX (DONATOB U
MEeMOpaHHBIX OENKOBBIX (hOJAT-CBI3bIBAIOIIMX TPAHCIOPTHBIX cucTeM. [loctymas B KIETKYy,
neMerpekcesl ObICTPO U A(H(PEKTUBHO MPEBPANIACTCA B MOJUTIIyTaMaTHbBIE (DOPMBI C ITOMOIIBIO
depMeHTa (HOTUIITONUTITY TAMATCUHTETA3bI.

[Momurmyramatapie (GOpMBI  3aAEPKUBAIOTCS B KIETKAX M SBJISIOTCS 0oJiee MOIIHBIMHU
uaruouTopamu TS u GARFT. IlonmurnyraMuHrpOBaHUE — 3TO TIPOIIECC, 3aBUCUMBIN OT BPEMEHHU
U KOHIIGHTpAllMM, KOTOPBIH BCTpEYAeTCs B OIyXOJIEBBIX KJIETKAaX W, B MEHbUICH CTeneHH, B
HOPMAJIBbHBIX TKaHSAX. Y METabONHMTOB, TOJYyYEHHBIX B MPOIECCE MOIUTITYTaAMUHHUPOBAHUS,
YBEJIMUEH BHYTPUKICTOYHBIA TMEPHOJ] TONYBBIBEICHUS, BCICICTBUE YEr0 YBEIMYHUBACTCS
NeiicTBHE Mpenapara B OIyX0JIeBbIX KIeTKax.

[Ipu KOMOMHUPOBAHHOM MPUMEHEHHH MEMETPEKCela U IMCIUIATHHA B UCCIICIOBaHHIX IN Vitro
HAOII0IAJICSI CHHEPTU3M MIPOTUBOOITYX0JIEBOTO JCHCTBUS.

DapmakoKuHemuxa

[TocToSHHBII 00BEM paclpeseeHHs neMeTpekcena paseH 9 i/m2. MccrmemoBanus in Vitro
MoKa3aju, 4To okojo 81 % nmemeTpekcena cBsi3piBaeTcs ¢ 6eakaMu miaa3Mel. Hapymenue GyHkuum
MOYEK pa3HOM CTENEHH TSHKECTH HE 0Ka3bIBaJIo 3aMETHOTO BIIMSIHUS HA CBSI3bIBAaHUE TIEMETpEKce1a
¢ Oenkamu mna3Mbl. [leMeTpekcen OTrpaHWYCHHO IMOJBEpPraeTcs MeTaboiau3My B TICYCHHU.
IlemeTpekcen B OCHOBHOM BBIBOAMTCSA Mouykamu, rnpu 3ToM oT 70 go 90 % BBenéHHON 03B
0o0HapyXHUBaeTCs B HEU3MCHEHHOM BHUJIC B MepBbie 24 yaca mociie BBeaeHus. MccmenoBanus in
VItr0 TmoKa3bIBalOT, 4YTO TeMeTpekcen akTHBHO cekperupyercss OAT3  (mepeHOoCUYHuKOM
OpPraHUYECKHUX aHUOHOB 3). Y MalMeHTOB ¢ HOPMAJIbHON QYHKLMEH MmoueK (KIUPeHe KpeaTHHIHA
90 mur/mMuH) OOMIMI CUCTEMHBIM KIHMpPEHC MeMeTpekcenaa coctamiseT 91,8 mi/mMuH, mepuon
MOJTYBBIBEJICHUS U3 IJIa3Mbl cOCTaBisieT 3,5 yaca. MexnanueHTHas BapuaOebHOCTh KIIMpEeHca
yMmepeHHasi, coctaBisier 19,3 %. [lnomans mon kpuBoil «koHueHTpauus — Bpems» (AUC) u
MaKcHMasbHas TUIa3MEHHAs KOHILIEHTpAlMs MEeMETpPeKCcela YBEIHUMBAIOTCS MPOMOPIHOHAIBHO
no3ze. dapmakoKMHETHKA MMEMETPEKCela OCTaeTCsl HEM3MEHHOM B TE€UEHUE HECKOJIbKUX IHKIIOB
TEpaIuu.

OpnHOBpeMEHHOE BBEJCHUE IMCIIATHHA HE OKa3bIBaeT BIMSHHE Ha (apMaKOKMHETHUECKUE
cBOlcTBa meMmerpekcena. llpumeHeHue ¢oanMeBO KHCIOTHI TMEpPOpalbHO W BHUTaMHHA Bio

BHYTPUMBIILIEYHO HE BIMSAIO Ha (hapMaKOKMHETHKY ITeMeTpeKcea.



Iloka3anusi K NpUMEHEHUI0

HeMenkoKIeTOYHbIi pak JIErKOro:

HeMEeTpEeKCce] B KOMOMHAIIMK C HUCIUIATUHOM TIOKa3aH JUisl TIEPBOM JIMHUU Teparuu
HaLUEHTOB C MECTHOPACIIPOCTPAHEHHBIM MJIM METACTATUYECKUM HEMEITKOKIICTOYHBIM
paKoM JIErKOTO0, KpOME IPEHMYIIECTBEHHO IUIOCKOKIETOYHONW THCTOJIOTHYECKON
bopmsr;

HIeMeTpeKce]] B Ka4yecTBE MOHOTEPAINMH IMOKa3aH JUIsl MOJJICPKUBAIOLICH Tepanuu
MECTHOPACIPOCTPAHEHHOTO HJIM METACTaTUYeCKOTO0 HEMEIKOKJIETOYHOTO —paka
JIETKOTO, KPOME MPEHUMYLIECTBEHHO IUIOCKOKJIETOYHON TMCTOJIOTUYECKO (GopMBI Y
HAalUEHTOB C OTCYTCTBHEM IIPOrPECCHPOBAHUS IOCIE NMEPBOIl JIMHUHM Tepanuy Ha
OCHOBE TIPETapaToB IIATHHBL;

HIEMETPEKCe] MOKa3aH B KayeCTBE MOHOTEpPAIMU JJIsl BTOPOM JIMHUU TEPaluH Y
NAIMEHTOB C MECTHOPACIPOCTPAHEHHBIM MJIH METACTATUYECKUM HEMEIKOKIETOYHBIM

paKkoM JIETKOTO, KpOME MPEUMYIIECTBEHHO IIJIOCKOKJIETOUYHOM TIMCTOJIOTHYECKOM

bopMBI.

3710KauecTBEHHAs ME30TEINOMA IIJICBPEI:

neMeTpeKkce B KOMOMHAIIMKM C LMCIIATUHOM MOKa3aH JUIsl JICYEHUs MalUEHTOB C
HEpe3eKTaOeNIbHONW  3JI0KAYeCTBEHHOM  ME30TEIMOMOW  IUIEBpPHI, paHee He

MPOXOJUBUINX KypPC XMMHOTEPAIIHH.

IIporuBonokasanus

FI/IHep‘IYBCTBI/ITCJIBHOCTI) K IIEMETPEKCEAY I BCIIOMOT'aTCIIbHBIM BEIICCTBAM, BXOAAIIHUM B

cocTaB IIpenapara

Muenocymnpeccusi  (abcomtoTHoe KosmuecTBO HelTpodmioB <1500/MKII, KOTHMYECTBO

tpombo1uToB <100 000/MKIT)

BripakeHHast modyeyHas HeJOCTAaTOYHOCTh (KIMPEHC KpeaTuHHHA <45 MiI/MUH)

bepemeHHOCTB, IEpUO IPYAHOTO BCKapMIIUBAHUS

Jlerckuit Bo3pact (OTCYTCTBHUE JAHHBIX MO 6€30MacHOCTH U 3P(HEKTUBHOCTH )

OnHOBpeMEHHOE NPUMEHEHNE C BAKLIMHOM NPOTUB KEJITOMN JTUXOPaIKH

C 0CTOPOKHOCTHIO

[Tpu HapymieHNN QYHKIUU TEYSHU

IIpu TsDKENBIX 3a00J€BaHUAX CEPICYHO-COCYIUCTOM CHUCTEMBI, B TOM 4YHCIEe HH(apKTe

MHOKap/ia ¥ HapyIIEHUH MO3TOBOTO KPOBOOOPAIIICHHS



I[IpumeHeHnne npu 6epeMEHHOCTH M B MIEPUO/I TPYAHOI0 BCKAPMJIUBAHUSA

Koumpayenyus y myaxcuun u dcenuyun

[TemeTpekcen MOXKET BBI3BATh T€HETUYECKUE HApyIIeHUs. JKEHIIMHBI B JETOPOJHOM BO3pacTe
JOJKHBI  TOJIb30BaThCs AP (EKTUBHBIMU  METOJaMH KOHTpAUENIMM B XOJ€ Teparuu
MEMETPEKCEIOM U B TeUeHHe 6 MecsleB Iociie ee 3aBepllieHus. [1og0Bo3penbiM MyKunHAM
CJIeyeT WCIOJIb30BaTh HAJEKHBIE CPEACTBA KOHTpAIEHIMKM, TaK KaKk HE PEKOMEHIYyeTcs
CTAaHOBUTCS OTIIAMH Ha TPOTSHKCHUH TEPAMUU U JI0 3 MECSIIEB TIOCTIE €€ 3aBEPIICHHUS.
IIpumenenue npu bepemenrHocmu

JlanHble 1O TNPUMEHEHHUIO TMeMeTpeKceaa Yy OepeMEeHHBIX JKEHIIMH OTCYTCTBYIOT, HO
MPEIoJIaraeTcs, YTo OH, KaK U APyrue MeTaOOIUThl, MOKET BHI3bIBATh CEPhE3HBIC BPOXKICHHBIC
nedekThl TpU MPUMEHEHHH BO BpeMsi OepeMEeHHOCTH. B wucclieJoBaHMSX Ha IKUBOTHBIX
Ha0JI0/1a10Ch TOKCUYECKOE JIeMCTBHE HAa peNpoAyKTHBHYIO QyHKIMIO. [lemerpekces He crieayeT
MPUMEHSATH MPU OepeMeHHOCTH (cM. pazzaen «IIpoTuBomnoka3zanus).

Ilpumenenue 8 nepuoo epyonoeo 6CKAPMAUBAHUSL

HewusBecTHO, BBIACNSETCS U MEMETPEKCEA B TPYJHOE MOJOKO, MOITOMY HEIb3s HCKIIOYHTH
HEe)KeNaTeNIbHbIX peakiuil y rpyaHoro peOenka. Kopmienuwe rpynpio BO BpeMs Tepanuu
MEMETPEKCEIOM cIIeAyeT MpeKpaTuTh (cM. pasznen «[IpotuBonokazanus»).

DepmunbHocmo

BcenenctBue TOro, 4yTo Tepamuu MEMETPEKCEIOM MOKET BBI3BIBATH HeoOpaTHMoe Oecruioame,

MY>KYMHaM PEKOMEHYeTCs paCCMOTPETh BO3MOKHOCTh COXpAaHEHUS CIIEPMBI 10 Hauaja Teparuu.

Cnoco6 npuMeHeHus U 103b1
Tepanus npenapatoMm Beporpekcen® MOXeT TPOBOIMTHCSA TOIBKO MOJ HAOMIOJEHHEM Bpaua,
MUMEIOIIIETO OMBIT PUMEHEHUS IIPOTUBOOITYXOJIEBBIX MTPETIaPaTOB.

BCDOTDCKCCZ[® B KOMOHHAIIMH C U CIIJIATHHOM

PexomenioBanHas f103a npenapata Beporpekcen® cocrasnser 500 Mr/m? B Bujle BHYTPHBEHHOI
uH}y3un B TeueHre He MeHee 10 MUHYT B EpBBIH 1eHb KaX0r0 2 1-THEBHOTO IIUKIIA.

PekoMeHI0BaHHas 1032 [MCIUIATHHA COCTaBIseT 75 Mr/M% B BHJE BHYTPUBEHHOU WH(DY3UH B
TeueHue 2-X 4acoB nmpuMepHo 30 MUHYT TOCIIe 3aBepIIeHUs] HHPY3UU TIEMETPEKCea B TIEPBBINA
NeHb Kaxaoro 21-mHeBHoOro mukna. Ilanuentam noimkHa OBITH NMPOBEIACHA NMPOTHBOPBOTHAS
Tepamnus, a TaKkke oOecreueHa ajeKBaTHAs THIpATalys 10 W/UJIH MOCIe BBEICHUS LUCIUIATHHA
(Takke ciexyer oOpaTUTCS K MHCTPYKIUHU LMCIIATHHA C LENbI0 MOJYYEHHUS CIelU(pUUECKUX

PEKOMEHIallMii OTHOCUTEIIBHO JJO3UPOBAHUS).



BCDOTDCKCGI[® B Ka4E€CTBC MOHOTCpalnuu

JIJis maleHToB ¢ HEMEIKOKIETOUYHBIM PAaKOM JIETKOTO TIOCIE XMMHOTEpaui peKOMEHI0BaHHAs
no3a npenapara Beporpekcen® cocrasnsger 500 Mr/mM? B Bijie BHyTPUBEHHON HH(Y3UU B TeUEHHE
10 MUHYT B TIEpBBIN JIEHb KaXKI0T0 2 1 -THEBHOTO ITUKJIA.

Pexomendayuu neped Hauanom npumenerus npenapama Bepompexceo®

JIisi CHYOKEHUSI Y9acTOTHl BOSHUKHOBEHHS M CTEMIEHU TSHKECTU KOXKHBIX PEaKiuii HE0OXOIUMO
MPUMEHSTH TJIFOKOKOPTUKOCTEPOUIBI 32 JIEHB /10 BBEICHUS, B JICHb BBEJCHUS M HA CIICTYIOIIUN
JIeHb TOCJIe BBe/IeHUs eMeTpekcena. [ IIoKOKOPTUKOCTEPOU T TOJIKEH OBITh SKBUBAJIIEHTEH 4 MT
JeKcaMeTa30Ha, MPUMEHIEMOTO TIEpopaIbHO 2 pa3a B AeHb (cM. pasnen «Ocolble yKa3zaHUs).
Jlis CHIDKEHUsI TOKCUYHOCTH IIperapaTta MAlMeHThl, MOMydYalolue TEParui0 MEMETPEKCEIOM,
JOJKHBI €KEAHEBHOTO TMPUHUMATH Tpenaparbl (OJMEeBON KHUCIOTHl WM MYJIbTHBHTAMHHBI C
conepxanueM (poaueBoit kucaoThl (0T 350 1o 1000 mxr). Heo6X0auMo MpuHATh MUHUMYM TISITh
1103 (oJIMeBOIl KUCIOTHI B TEUEHUE CEMH JTHEH Iepe]l MepBbIM BBelleHHeM nemeTpekcena. [lpuem
JOJIKEH TPO/I0JKATEHCS Ha MTPOTSHKEHUH BCETO Kypca Tepanuu MEMETPEKCeIoM, a TAKKE B TSCUCHHE
21 nHA mocne TMOCJIEeNHEr0 BBEICHMs NeMeTpekcena. B 7-mHeBHBIN Mepuoja mepel MepBbIM
BBEJICHHUEM MEMETpeKcea MalueHTy He0OX0AUMO BBECTU OJHY BHYTPHUMBIIICUYHYIO WHBEKIUIO
ButamuHa Bio (1000 Mkr), gaiee — mo OJHOW WMHBEKIHMH Kaxaple Tpu nukima. [locmemyromue
WHBEKIIUU BUTAMUHA B12 MOTYT OBITH BHITIOJTHEHBI B TOT )K€ JICHb, YTO BBEJICHUE TIEMETPEKCEA.
Habniooenue

[lepen xaxabIM BBEACHHEM I[E€METpeKcela HEeOOXOAMMO MPOBOAUTH MOHHUTOPHUHI BCEX
MaIMEeHTOB, KOTOPBIM BKJIIOYACT B ceOs OOIMMI aHAIN3 KPOBHU C JICHKOIUTAPHOU (HOPMYJION U
ompejeNieHue Yucia TpoMOOUUTOB. [Iisi OmEHKH (PYHKIMHM TOYEK U TEUYEHH Mepel KaIbIM
BBEJICHUEM I[IEMETPEKCcea HEOOXOAMMO BBIMIONHUTE OMOXMMHUYECKUI aHanmu3 KpoBu. [lepen
HAYaJoOM Ka)X/J0ro LMKJIa XHMUOTEpanuu y NaleHTOB JOJDKHBI HAOIIOJAaThCs ClEayroIIne
ToKasaTenu: abCcomoTHoe umciao HeiTpodpuaoB (AUH) >1500/mMm°, umcio TpoMOOIMTOB
>100 000/mm3. KnupeHc KpeaTHHHHA JOJKEH COCTaBIATh >45 mi/mMuH. KoHuenTpauus obmiero
OounupyOuHa nomkHa ObITh B <1,5 pa3 or BepxHeil rpanuiisl HopMel (BI'H). Yposens menounoi
docdaraszsr (ILD), acnmapraramunorpancdepazsl (ACT) n ananmHamuHoTpancdepaszsr (AJIT)
noipkeH ObiTh B <3 pasa ot BI'H. Yposens I[®, ACT u AJIT B <5 pa3 or BI'H npu nanmaun
METacTa30B B MMEYCHH.

Pexomenoayuu no koppexyuu 003vl

Koppekuuio 10351 iepes; TOBTOPHBIMU KypcaMu CJelyeT MPOBOINTh, OCHOBBIBasICh Ha Hanbouiee
HU3KOM U3 TEeMAaTOJIOTMYECKHUX I[OKa3aTelell MJIM Ha MaKCUMajbHO  BbIpaKCHHOU
HEreMaTOJIOTUYECKON TOKCMYHOCTH B TEUCHHE MPEABIAYIIETO IUKIa JIedeHus. JleueHne Moxer

OBITb OTJIOXKEHO C OCJIbK0 BOCCTAHOBJIICHHA OT HpO}IBHeHI/II\/'I TOKCcHYHOCTHU. Ilo MEpe



BOCCTAHOBJICHUS TEPAIUIO CIEAYEeT IMPOAOKHUTL B COOTBETCTBUU C PEKOMEHIALUAMH,
npuBefeHHbIMU B Tabmunax 1-3, KOTOpble OTHOCSATCS K IPHUMEHEHHIO IEeMEeTpeKcena B

MOHOTCpPAIIUU UJIA B KOMGI/IHaI_II/II/I C NUCIIIIaTUHOM.

Tabmuma 1. Pe:xxum Jgo3upoBaHMs neMeTpekceaa (IPpH MOHOTEPANMH MJIH  NPH
KOMOMHHMPOBAHHON Tepanuu) U HUCIIATHHA

I'emarorornyeckass TOKCHYHOCTh Koppexuust 10361 (Mr/m?)

MuHuMaabHOe a0COIIOTHOE YHUCIO
HeiTpoduoB <500/MM® U MUHUMAIILHOE YHCIIO
TpoMGOIHTOB >50 000/MM3

75 % oT npenpiayLen 036
(memeTpexce ] ¥ IUCTUTATHH)

MuHUMaIbHOE YUCII0 TPOMOOIIUTOB
<50 000/MM® HE3ABHCUMO OT MHUHHMAJIHEHOTO
a0CoOIOTHOTO YKcia HelTpoduIos

75 % ot nmpenbIaynie 10351
(memeTpexce] ¥ [UCIUIaTHH)

MuHUMalTbHOE COIepKaHNE TPOMOOITUTOB

<50 000/mMMm® ¢ kpoBOTeueHHEM! HE3aBUCHMO OT 50 % oT mpeabIAyIIeit 10351
MUHHMAJIBHOTO a0COIFOTHOTO YHCIIa (memeTpexce v MUCTUIATHH )
HelTpoduos

1 DTu kpuTepuM COOTBETCTBYIOT ONpEENECHHUI0 KPOBOTEUECHHS >2 CTENEHH B COOTBETCTBHMH C OOLIMMH
KpuTepusMu TokcrnuHocTr Hanmonansrnoro uacrturyTa paka (NCI CTC).

[Ipn pa3BuUTHM HEreMaTOJIOTMYECKOM TOKCHYHOCTH (32 HCKIIOYEHHEM HEHPOTOKCUYHOCTH)
>3 cTemeHW, JIe4YeHHe HEoOXOAMMO OTJIOXKHUTh JIO BOCCTaHOBJIEHUS  IIOKa3aTeneil,
COOTBETCTBYIOIIMX YPOBHIO MEHEE WJIM PAaBHOMY YPOBHIO y ITAIIMEHTA O Havasa JiedeHus. [Janee
TEpanuio HeoOXOIMMO BO300HOBHTH B COOTBETCTBUU C PEKOMEHJIAIMSIMM, NMPUBEACHHBIMU B

Tabauue 2.

Tabmuma 2. Pe:xxuM J103UpoBaHMs MeMeTpekceaa (P  MOHOTEPANMH MJIH  NPH
KOMOMHHMPOBAHHOM Tepanuu) U HUCIUIATHHA

Heremarosnoruyeckas Koppexuust 10361 Koppexnust 103b1
TOKCHYHOCTD 12 nemerpexcena (Mr/m?) nucIIaTuHa (Mr/m?)

JIro0ast TOKCMYHOCTH 3 win 4

CTEIEHU 3a UCKIIOUYEHUEM 75 % 75 %
BOCTIJICHUS CITM3UCTON OT IPEABIIYLIEH 03I OT IPEABIIYLIEH 03I
000JI0UKH

Huapest, TpeOyromiast

TOCTIMTAIN3AIUH (HE3aBHCHUMO 75 % 75 %

OT CTETICHH) UK Auapes 3 uin OT MPEbIAYIICH 1036l OT MPEbIAYIICH 1036l
4 cremeHn

Bocnanenue ciausucroit 50 % 100 %
000J10uKky 3 win 4 creneHu OT IpeAbIIYyIIEN T03bI OT IpeAbIAYIIEN T03bI




1 Cornacuo xpurepuam NCI CTC
2 33 MCKIIOYCHHEM HEHPOTOKCHYHOCTH

B ciy4yae HEMPOTOKCMUHOCTH PEKOMEHOBAHHAsA KOPPEKLUS 103bl IEMETPEKCEA U LIMCITIATHHA
npezcrasieHa B Tabmune 3. Ilpu HeiiporokcuuHocTy 3 Ui 4 CTENEHU Tepanuio HE0OXOIUMO
OTMEHUTb.

Tabmuma 3. Pexum J03MpOBaHUS INeMeTpeKceda (MPUM MOHOTEepanud WJIH TNPH
KOMOMHHUPOBAHHON Tepanum) U NUCIUIATHHA

Koppexkumus 10361 Koppexkuust 103bl HIMCILIATHHA
Crenennb PPEKIMI A PPEKIMI A 1
Heliporokcuunocru’ nemerpexcena (Mr/m?) (Mr/m?)
0-1 100 % ot npenpiay1Iei 10361 100 % ot mpenpiay1Ieii 10361
2 100 % ot mpeapIAyIIeH 10361 50 % ot mpenpIAyIIeH J03bI

Cornacno xputepusim NCI CTC

Tepanuio meMeTpeKce0M CleayeT OTMEHUTD, €CIIA Y TTAIMEHTa OTMEYAeTCsl TeMaTOJIOTHIecKast
WJIM HET€MAaTOoJIOTMYEeCKasi TOKCUYHOCTh 3 WM 4 CTENEHHU MOCie IBYX CHIKEHUHM 103bl. Tepanuro
cnez[yeT HEMCIJICHHO OTMCHHUTH HpI/I HaJIUYnH HeﬁpOTOKCI/I‘IHOCTH 3 J50)0%1 4 CTCIICHH.

Oco0ble rpyInel NAKMEHTOB

Toowcunvie nayuenmoi

[Tpu npoBeeHNH KIMHUYECKUX UCCIIEI0BaHUM HEe OBbIJIO MOTYYEHO JaHHBIX O MOBBILIEHUN PUCKA
Pa3BUTHsI HEXKENATENbHBIX SIBICHUN Y NAllMEHTOB B Bo3pacTe 65 JIET U cTaplilie 10 CPAaBHEHUIO C
nalMeHTaMu B Bo3pacte A0 65 ser. Pexum CHMWXKEHHS 103 COOTBETCTBYET OOIIUM
PEKOMEHAALUSM.

Hemu

IIpenapar Beporpekcen® He npeaHasHaueH s NPUMEHEHHUS Y JeTei.

Tayuenmoi ¢ Hapywenuem yHKyuu novex

[lemerpekcer B OCHOBHOM BBIBOJAMTCS B HEM3MEHEHHOM Bujae noukamu. Ilpum mnokasaremsx
KJIMpEHCca KpeaTMHHHA >45 MI/MHH Koppekuus 103kl He TpeOyercs. [lamuenram, y KOTOpPBIX
KJIMPEHC KpeaTMHWHa <45 MIJI/MUH, IPUMEHEHHE NMEMETpeKcela He PEKOMEHIYETCs B CBS3H C
HEJOCTAaTOYHOCTBIO JAHHBIX IO INPUMEHEHHUIO IIpenapara y JTOW KaTeropu NalueHTOB
(cM. pazgen «OcoOble ykazanus» u «IIpoTuBomokazaHus»).

Tayuenmol ¢ napywenuem @yHkyuu neyenu

He 6p110 ycTanoBieHo B3auMocBsa3u Mexay nokaszarensmu ACT, AJIT nnm o6mero ounmupyouna
U (hapMaKOKHHETHKON mMemerpekcena. HemocrarouHo naHHBIX MO NMPUMEHEHHWIO Mperapara y

NAlMEeHTOB C HapylleHHeM (YHKLIUU TEYEHH C TPEBBIIICHUEM KOHILEHTpaluu OwinpyOnHa
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Oospiie, yeM B 1,5 paza oT BepxHe#t rpanuisl Hopmbl (BI'H), n/unm npeBpiinieHneM aKTHBHOCTH
aMHHOTpaHcaMuHa3 Oosble, yeM B 3 pasza ot BI'H (npu oTcyTcTBUM METAacTa30B B MIEUEHH ), WIN
6onbie, yeM B 5 pa3 ot BI'H (mpu Hanuyum MeTacta3oB B IEYECHN).

PexomeHmanmy no OpuroTOBIEHUIO PacTBOPA Uil HHDY3UHA

1. B xagectBe pacTBOpuUTENS UCTONB3YyeTcs ToabKo 0,9 % pacTBop HaTpus XJopuaa.

2. Copepxumoe (raxona (100 mr) pactBopsitor B 4 mi 0,9 % pactBopa HaTpus xjopuna (6e3
KOHCEPBAHTOB) /10 KOHIIEHTPALUH 25 MI/MJI Win conepkumoe pactsopa (500 Mr) pacTBOpSIIOT B
20 m11 0,9 % pacTBOpa HaTpus xJiopuaa (63 KOHCEPBAHTOB) A0 KOHLIEHTpauu 25 mr/mit. Kaxapiit
(y1akOH aKKypaTHO B30aJTHIBAIOT IIyTE€M BpPALIEHMs 10 IOJIHOTO PACTBOPEHMs JIMO(UIM3ATA.
[TomyuyeHHBII pacTBOpP JOIKEH OBITh MPO3PAuHBIM; JOMYCTUM IIBET PACTBOPA OT OECIIBETHOTO J10
JKENTOBATOTO WJIM 3eJIEHOBATO-KENTOro IBera. HeOGnarompusaTHOro BO3ACHCTBHS HAa KAaueCTBO
mpenapara mpHu 3TOM He oKa3biBaeTcs. PH BOCCTaHOBIEHHOTO pacTBOpa COCTaBIIsIeT OT 6,6 110 7,8.
TpeOyeTcst nanpHEiIIee pa3BeACHHE.

3. CootBercTBYIOIUI 00bEM NOIYYSHHOTO pacTBOpa nemerpekcena pazpoast 10 100 mi 0,9 %
pacTBOpoM HaTpus XJopuaa (6e3 KOHCEPBAHTOB).

4. PacTBOpBI IEeMeTpeKcesia, MPUTrOTOBIEHHBIE COIIACHO MHCTPYKLHUSAM BBIIIE, COBMECTUMBI C
cucTeMaMH Ui HHQY3UH U3 TOIMBUHUIXJIOPUIA U TIOIHOoNIe(UHA.

5. ITlepen BBeneHHEM pacTBOp Mpemapara HEOOXOIMMO BU3YalbHO INPOBEPUTH HA HAIWYHE
MEXaHMUYECKUX BKIIOUECHUH U N3MEHEHNUe 11BeTa. Eciu HabmoqaroTess MeXaHM4eCcKue BKIIIOYCHHUS,
pacTBOp HE BBOJAT.

6. PacrtBop 11 BBEACHHSI HEOOXOIMMO UCIOIb30BaTh HEMEAJICHHO UM B TEUEHHE 24 4acoB Npu
yCIIOBUM XpaHeHWs npu Temneparype 2—8 °C, Tak Kak pacTBOp NEMETPEKCENA HE COAEPIKUT
aHTUOAKTEpUAIBHBIX KOHCEpBAaHTOB. PacTBOp mpeqHa3HaueH TOJBKO JJs OJHOKPATHOTO
npuMeHeHus. Hencnonb30BaHHBIM pacTBOP MOUICKUT YHUUTOXKEHUIO.

Mepnl Ipe10CTOPOKHOCTH IPU IPUTOTOBJICHUN M BBEJICHHU

Kak w mpum oOpamieHuun ¢ JIpyrMMH TOTEHUIUAIBHO TOKCHYHBIMU MPOTHUBOOITYXOJIEBHIMU
npenapaTamu, CJIeIyeT MPOSBIATH OCTOPOKHOCTh MPHU OOpALIEHUH U MPUTOTOBIEHUH pacTBOpa
s UHQY3MHM TeMeTpekcena. PexkoMmMeHayeTcss HCIoiib30BaTh Iepyatku. Ecimum  pacTtBop
MNEMCTPCKCCAa IMMOIaJl Ha KOXY, CICAYCT HCMCIJICHHO W TINATCIBHO HNPOMBITH KOXKY BOI[OI>'I C
MmbuToM. Ecnin pacTtBop memerpekcena momaja Ha CIM3UCTYIO O0OJIOYKY, CIEAyeT TIIATEIbHO
NpoMbITE €€ Boaou. Ilemerpekcen He OKa3blBaeT KOXHO-HApbIBHOTO AedcTBUs. [Ipu
MOBPCIKACHNUU COCYZa HC CYHIECCTBYCT CIICHUAJIbHOI'O aHTUI0TA. 3a(1)I/IKCI/IpOBaHO HE3HAYUTCIIBHOC
YUCIIO CJIYYacB MOBPCKACHUA COCyda MPU BBCACHUU MEMCTPCKCCAA, KOTOPBIC HEC OLICHUBAJIUCH
ucclieIoBaTeseM Kak cepbesHblie. [Ipu moBpexaeHnn cocyja He00X0IMMO CJe10BaTh JIOKAIbHBIM

CTaHOapTaM JICYCHHS.



ITo0ouyHOE nelcTBHE

Haubonee pacnpocTpaHEHHBIMH HEXEIATEIbHBIMU SBICHHUSIMH, CBS3aHHBIMH C Tepamuei
neMeTpeKkceoM (B KadecTBe MOHOTEpANuU WIH B KOMOMHHMPOBAHHOW TEparvu), SBISIOTCS:
nojapjieHue (PyHKIMH KOCTHOIO MO3ra, NpOSBISAIONIeecss B BHUJE AaHEMHUM, HEHTPONEHHH,
JeKoneHnu, TPOMOOIIUTONEHUH; KEITYyA0YHO-KUIIIeUHasi TOKCUYHOCTD, MPOSIBIISIONIAsACS B BUJIE
AQHOPEKCHUH, TOIHOTHI, PBOTHI, TUAPEH, 3amopa, (apuHTUTA, BOCTIATICHUS CIIM3UCTON 000I0YKH U
cToMaruTa. Jlpyrue HexelaTeNnbHbIC SBICHUS BKIIOYAIOT HEPPOTOKCHUYHOCTH, MOBBIMICHHBIN
YPOBEHb aMUHOTpaHCc(epas, aloneIunio, yCTaloCTh, 00€3BOKUBAHNE, ChITTb, HH()EKITUIO/CETICHC U
Heliponatuio. Penko HaOmomaroTcst Takue sBieHHS, Kak cuHAapoM CtuBeHca-J[)KOHCOHA U
TOKCHUYECKHUH SMUACPMAIILHBIN HEKPOJIN3.

HexenatenbHple SBICHHUS TPUBEICHBI B COOTBETCTBUHM C KIACCAMH CHCTEM OPTaHOB,
MPEJCTAaBICHHBIMU B MEIUIIMHCKOM ClIOBape MJii HOPMAaTUBHO-TIPAaBOBOHM AESTENbHOCTU
(MedDRA). B kaxmoM Kiacce CHCTEMbI OPTaHOB HEXKeJaTeIbHBIC SIBICHUS PacCIpeicsieHbl U
MPEJICTABJICHBI TI0 YaCTOTE PA3BUTHUS (HAUMHAS C CAMBIX YACTBIX) M CTEIICHHU TSKECTU (B TIOPSIKE
yOBIBaHUSI CTEMEHHM TsDKECTH): oueHb 4acto (>1/10), wacto (ot >1/100 mo <1/10), Heuacto
(ot >1/1 000 mo <1/100), peaxo (ot >1/10 000 mo <1/1 000), ouens peako (<1/10 000), vactoTta
HEU3BECTHA (YacTOTa HE MOXET ObITh YCTAHOBJIEHA HA OCHOBAHUU JOCTYIHBIX JaHHBIX).

Hwxe mpencraBieHbl HEXKENATENbHBIE SIBICHUS Pa3HOM CTENEHW TSDKECTH, HE3aBHUCHMO OT
MPUYUHHO-CJICICTBEHHON CBS3HM, HAOMIOAABINMECS B XOAC KIMHHUYECKHX HCCICIOBAHHUN TIpU
NPUMEHEHUU TEMETPEeKCEe1a B CPaBHEHHUH C JOLIETAKCEIOM, MPU MPUMEHEHUU MEeMEeTpeKceaa B
KOMOHMHAIIMY C IHUCIIJIATHHOM B CPaBHEHUH C TEMLIIUTA0MHOM B KOMOWHAIIUY C IIUCIUIATUHOM, TIPU
NPUMEHEHUU TeMEeTpeKcela B KOMOHMHAIMKM C LUCIUIATHHOM B CPaBHEHHH C MOHOTEpamuen
LUCIIJIATUHOM, IIPU PUMEHEHHUH IIEMETPEKCeNa ¢ ONTUMAIBHON MOJIEPKUBAIOLIEH Tepanuen B
CpaBHEHHUH C TUIAIed0 ¢ ONTUMATBHOW MOAIEPKUBAIOIIEH Teparueid U B TOCTPETUCTPAITMOHHOM
nepuoze:

Hngpexyuu u uneéasuu: oueHb 4acTo — MHMEKIUU', GAPUHTHUT; YaCTO — CENCUC’; OYEHb PEIKO —
J€PMOTUTIOACPMHT.

Hapywenus co cmoponvl Kposu u aumgpamuyeckol cucmemvl. OYeHb YaCTO — HEUTpONEHMUS,
JIEHKOIICHUSI, CHIDKCHHE YPOBHS TeMOIVIOOMHA;, dYacTo — (¢eOpribHas HEHTPOIICHHUs,
TPOMOOIIMTONICHHS; HEYACTO — MAHIIUTOIICHHS; PEAKO — Ay TOUMMYHHAsI TeMOJTUTHYECKAsT aHEMHSL.
Hapywenus co cmoponvt uMMyHHOU cucmembl: 4acTO — TUIEPUYBCTBUTEIBHOCTh, PENKO —
aHa()UIaKTUYECKUH TIIOK.

Hapywenus co cmoponvl obmena éewjecme u numamnus’. 9acTo — AerupaTanus.

Hapywenua co cmoponvl Hepenoll cucmembl: 4acTO — HapyllIeHHE BKyca, nepudepuueckas

MOTOpHas Helponartus, nepudeprueckasl CEHCOpHas HeHponaTHs, TOJIOBOKPYKEHUE; HEYacTO —



OCTpOE€ HApyLIEHHE MO3TOBOIO KpPOBOOOPAILIEHMS, WIIEMHUYECKUH HHCYJIbT, BHYTPHUEPEIHOE
KPOBOM3JIUSHUE.

Hapywenusa co cmoponvl opeana 3penus: 4acTo — KOHBIOHKTUBHUT, CyXOCTbh IJIa3, TIOBBIIICHHOE
CJIE30TEUCHHE, CYXOH KEPAaTOKOHBIOHKTUBUT, OTEK BEK, 3a00JI€BaHMs MOBEPXHOCTHBIX TKaHEH
rjasa.

Hapywenusa co cmoponsi cepoya: 4acto — cepaeyHasl HeIOCTaTOYHOCTh, apUTMHUsI; HEUacTo —
CTEHOKapusi, H(PAPKT MUOKAp/a, HILIEeMHYecKas 00JIe3Hb CepAlla, HAHKEITY0UKOBAast apUTMHUSL.
Hapywienus co cmopomvl cocy0os: HedacTo — nepudeprueckas HIeMus ,

Hapywenus co cmopoHvl 0biXxamenbHOU CUCEMbl, OP2aH08 SPYOHOU KAemKU U CPeOO0CmeHUs:
HEYACTO — JIero4Has SMOONHUs, HHTEPCTULMATBHAS THEBMOHHSA>,

Kenyoouno-kuweunvle napyuienus: O4YEHb 4YacTO — CTOMATUT, AHOPEKCHUS, pBOTA, Jauapes,
TOILIHOTA; YacTO — JUCIEINCHs, 3arop, 001b B KUBOTE; HEYACTO — PEKTaJIbHbIE KPOBOTEUEHUS,
ey I0YHO-KUIIEYHbIE KPOBOTEUeHH s, Mephopalis KUIIeYHNKa, 330(aruT, KOauT".

Hapywenusa co cmoponel neuenu u d#cenyegblgo0sauux nymelii. 4acTO — MOBBIIICHHBIH YPOBEHb
AJIT, noBeimenssiit yposenb ACT; peako — remnaTtur.

Hapywenus co cmopomnbl Kod#cU U NOOKOMCHBIX MKAHEl. OY€Hb YaCTO — ChIllb, IIEIYIIEHUE; YaCTO
— FUIEepIUIrMEeHTalus, 3y, MyJIbTU(OPMHAsI SpUTEMA, AJIONELHs], KPAaIUBHULA; PEIKO — SPUTEMA;
oueHb peako — cuHApoM CTHBeHca-J/IKOHCOHA?, TOKCHUYECKHil SIHIepMalbHBIA HEKPOIM3,
nemdurons1, OyJuIe3HbII 1epMaTUT, TPHOOPETEHHBINA OYJUIC3HBINH SMUACPMOIIN3, SPUTEMATO3HBIN
0TeK®, MCeBIONEIUTIONKT, IEPMATHUT, SK3eMa, TIPYPHUTO.

Hapywenus co cmoponbl nouex u Mouegvigo0auux nymeii: O4€Hb 4aCTO — CHUKEHUE KIIMPEHca
KpeaTUHMHA, yBEIMYeHHe YPOBHS KPEATHHUHA®; YacTO — MOYeYHas HEJ0CTATOYHOCTh, CHUKEHHE
CKOpPOCTH KJIyOOUKOBOM (PMIIbTpALIMK; YaCTOTa HEM3BECTHA — HEPPOTEeHHBII HecaXxapHbIid quader,
HEKpPO3 MOYECUHBIX KaHAJIBIIEB.

Obwue Hapywienus u peakyuu 6 mecme 66e0eHus: OYEHb 4acTO — yYTOMIIAEMOCTb; 4acTO —
nupeKcusi, 00Ib, 0TEK, OOb B TPY/IH, BOCIIAJICHUE CIIU3UCTON 0O0IOUKH.

Pesynomamer nabopamopuvix u uHcmpymeHmanibHulX UCCIe008aAHULL: YACTO — IIOBBIIIEHHE YPOBHS
ramma-riytamuiaTpancdepassr (ITT).

Tpaemvel, unmokcuxayuu u OCIONCHEeHUs npoyedyp: HEYacTo — JIy4eBOM 330(arut, JydeBOH
THEBMOHUT; PEJIKO — CIIyyaH peluIuBa MoO04HbIX 3(pPEeKTOB JIyueBoil Tepanuu.

1

— ¢ HelTponeHuelt uinm 6e3 Hee

— WHOrza C J€TaJlbHbIM UCXO0A0M

w

— WHOTJa PUBOJNUT K HEKPO3y KOHEUHOCTEH
— C JIbIXaTe€IbHON HEJOCTATOYHOCTHIO

— Ha0JIOIATI0Ch TOJIBKO B KOMOUMHALIMY C [UCIUIATUHOM
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6 — MNPEMMYIIECTBEHHO HMKHUX KOHEYHOCTEH.

Ilepeno3upoBka

Cumnmombi: 3aperUCTPUPOBAHHBIE CHMITOMBI TMEpPEAO3UPOBKUA BKJIIOYAIH HEHTPONEHHUIO,
aHEMUIO, TPOMOOIIMTONEHUIO, BOCMIAJICHUE CIIM3UCTON 000I0YKH, CEHCOPHYIO MOJIMHEHPOIIAaTHIO
U cbinb. OkugaeMble OCIOXKHEHUS TIEPEI03UPOBKY BKIIIOYAIOT MOAABICHHE (QYHKIIMA KOCTHOTO
MO3ra, TposBISIONIeecs HeEHTporeHue, TpomOonuToneHuell u aHemuei. Taxxke MOryT
HaOIOaThCSl MpUCOSUHEHNE HHPEKINN ¢ JIMXOPaIKOW WM 0€3 JTMXOpaaKH, auapes u (W)
BOCMAJIEHUE CIM3UCTOIN 00070ukU. B cimyyae momo3peHus Ha nepeo3upoBKy Mpemnapara cleayer
PEryJsipHO KOHTPOJIUPOBATH OOIIMI aHaIU3 KPOBH.

Jleuenue: CUMIITOMAaTUYCCKOC, BKIIHOUAad HCMCAJICHHOC TPUMCHCHUC KAJIbIIHUA q)OJII/IHaTa.

B3aumopneiicTBHe ¢ APYTrUMH J1eKAPCTBEHHBIMH CPeACTBAMM

[lemeTpekcen B OCHOBHOM BBIBOJAMUTCS B HEHW3MEHEHHOM BHJIE IIOYKAMH MOCPEACTBOM
KaHAJbIIEBOM CEKPEIMM W, B MEHBIICH CTENEeHH, MOCPEACTBOM KIyOOUKOBOH (puimbTpamuu.
CoBMecTHOE TIPUMEHEHHE ¢ HE()POTOKCUIHBIMU TIpernaparamMu (TaKUMHU, KaK aMUHOTIUKO3U/IBI,
«TIETJIEBBIE» TUYPETHKH, MJIATHHOCOAEPKALIUe MpenapaTsl, HUKIOCIOPHH) MOXKET MPUBECTU K
CHI)KEHHIO KJIMpeHca nemeTpekcena. Cieayer ¢ OCTOPOKHOCThIO IPUMEHSThH TaKKe MpernapaThl B
KOMOWHAIIMM C TIEMETPEKCEAOM, MPH HEOOXOJUMOCTH TIIATENBHO CIEAWTHh 32 KIMPEHCOM
KpeaTUHHHA.

CoBMecTHOE MPUMEHEHHE MPEenapaToB, KOTOPHIE TaKKe BBIBOASTCS MOCPEICTBOM KaHAIbIIEBON
cekpelnu (Hampumep, npoOeHenus, NeHUIWIINH), MOKET NMPUBECTH K CHIKCHHUIO KIMpEHca
nemeTpekcena. Crienyer ¢ OCTOPOXKHOCTBIO TMPUMEHSTh TaKue Mpernaparbl B KOMOWHAIIMH C
MEMETPEKCEIOM, TTPH HEOOXOAUMOCTH TIATEIILHO CIEAUTD 32 KIMPEHCOM KPEaTHHHHA.

VY manueHToB ¢ HOpMaJIbHON (DyHKIHEH MmoveK (KIupeHC KpeaTuHUHA >80 MJI/MUH) PUMEHECHHE
HECTEPOUIHBIX MPOTUBOBOCTAMUTENbHBIX TpenapatoB (HIIBII) B Beicokux mo3ax (Hampumep,
uoymnpodena >1600 Mr/CyTKH WM alleTUICATUIMIOBON KUCIOTHI >1,3 I/CyTKH) MOKET IPUBECTH
K CHIDKEHMIO KJIMPEHCa MEMETPEKCela U, KaK CIIEJICTBHE, MOBBICUTh YaCTOTY HEXeJaTeIbHbIX
SABJICHUW TpU NMPUMEHEHHM mnemeTpekcena. Ciemyer ¢ ocTopokHOcThio mpuMeHsTs HIIBIT B
BBICOKHX J103aX OJHOBPEMEHHO C IMEMETPEKCEIOM Y MAIMEHTOB C HOPMaJbHOU (YHKIIMEH moyek
(knupeHc KkpeaTuHUHA >80 MJI/MHH).

VY NanmueHToB € IMOYEYHOM HEIOCTaTOYHOCTHIO JIETKOM HIIM YMEPEHHOH CTemneHu (KIMpPEHC
KpeaTHHMHa OT 45 1o 79 w™i/MuH) crieayer wu30eratb OJHOBPEMEHHOTO TPHUMEHEHUS

nemeTrpekcena ¢ HIIBII B BbicOkMX m03aXx B TEYEHHME JBYX AHEH Iepell MPUMEHEHUEM
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IIEMETPEKCea, B IEHb IPUMEHEHUS U B TEUCHHUE [IByX JHEH IOCIIe MPUMEHEHUs NeMeTpeKcena
(cM. pazmen «Ocobbie yKazaHUs).

BBuay oTCyTCTBHUS IaHHBIX O BO3MOKHOM B3auMoAeucTBUU Mexay nemerpekceaom u HIIBII ¢
JUINTENIBHBIM ~TIEPUOJIOM IOJYBBIBEICHUS, TAaKMMU KaK IUPOKCUKAM WIH POPEeKOKcHO,
OIHOBPEMEHHOE IPUMEHEHHE JTUX IPENapaTroB € MEMETPEKCEAOM y IMAalHUEHTOB C MOYEYHOU
HEJOCTATOYHOCTBIO JIETKOW WM YMEPEHHOM CTEIEHU CIIENyeT NPEKPAaTUTh Ha CIEAYOLIUN
NEPUOJ BPEMEHU: KaK MUHUMYM IIATh JHEN 10 BBEACHMS MIEMETPEKCENA, B JIEHb BBEJICHUS U B
TEYEHUE KaK MUHMMYM JBYX IHEHW IOcie BBeAeHUs nemerpekcena (cM. paszaen «OcoOble
ykazanus»). Ecnu tpebyercs coBmectHoe mpumenenue HIIBIT u memerpekcena, y manueHTOB
JOJDKEH  MPOBOJAUTBHCS  CTPOTUH  MOHMTOPUHI  NPOSIBICHHH  TOKCHYHOCTH, OCOOECHHO
MUEJIOCYIIPECCUU U TOKCUYHOCTH CO CTOPOHBI JKEIY TOYHO-KHUILIEYHOT O TPAKTA.

[Temerpekcen noaBepraeTcss OrpaHUYEHHOMY METa00IM3MY B ITeUeHU. Pe3ynbTaTsl Hccae10BaHUN
In Vitro ¢ mpuMeHeHHeM MUKPOCOM MEYCHH YelIOBEKa IMOKA3aild, YTO HE OXKHUIACTCS KIMHHYCCKH
3HAYMMOT'O WHTMOMPOBAHUS NIEMETPEKCEIOM META0OIMUECKOTO KIMPEHCa MPernapaToB, KOTOPhIe
meTabommsupyrorcs uzopepmenramu CYP3A, CYP2D6, CYP2CY9, CYP1A2.

BzanmoaeitcTBHs O6H_II/IG JJI IUTOTOKCUYCCKUX ITPECIIapaToB

N3-3a BBICOKOTO prCKa TPoMOOOOpa30BaHUs y MAIMEHTOB C OHKOJIOTHYECKUMU 3a00JICBaHUSIMU
4acTO MPOBOJUTCS aHTUKOATYIISAIUOHHAS Tepanus. Bricokas MHAMBHIyallbHAs BapuabeIbHOCTh
COCTOSTHUSI CBEpPTHIBAIONICH CHCTEMBI KpPOBM B TeueHHWE 3a00JeBaHUS UM BO3MOXKHOCTH
B3aMMOJICHCTBUSL  MEXIy IepOopalbHbIMU  AHTUKOATryJISIHTAMU U [POTHUBOOIYXOJIEBOU
XUMHUOTEpanueil TpeOyloT TMOBBIMIEHHOW YacToThl MoHuTOpuHra MHO (MexmayHapomHoe
HOPMAJIU30BaHHOE OTHOIIEHHWE), €CJIM MPUHUMAETCS pEHIeHWe O JICUCHUM [alHUeHTa
NepPOPATLHBIMHA aHTUKOATYJISTHTAMHU.

Ilpomusonoxazano oonoépemeHnHoe npumeHeHue: BaKLUWHA MPOTUB KENTOW JUXOPAIKU BBHUIY
pUCKa TEeHEepaIM30BAHHON BaKUMHAILHOW OOJE3HHM C JETAJbHBIM HCXOJOM (CM. paszien
«IIpoTuBOIIOKa3aHUA).

He pexomenoyemcs oO0Ho8pemeHnHOe npumeneHue: UBbIE aTTCHYUPOBaHHbIE BaKIMHBI (KpOMeE
BaKIIMHbl TMPOTUB  JKEJITOM  JHUXOpaAKd, C KOTOPOH OJHOBPEMEHHOE MpPHUMEHEHHE
MIPOTUBOMNOKA3aHO) BBUAY PUCKA CUCTEMHOIO 3a00J€BaHUS C BOSMOXHBIM JIETAIBHBIM HCXOJOM.
Puck moBbIIaeTcs y MalMeHTOB C YK€ MMEIOIIEHCS MMMYHOCYIIpEcCHe u3-3a uX (HPOHOBOTO
3aboneBanus. CrenyeT MPUMEHSITh WHAKTUBHPOBAHHBIC BAKI[MHBI, €CIIM TAKOBBIE CYIIECTBYIOT
(mommomuenut) (cM. pazaen «OcoOble yKa3aHus ).

dapMaKOKMHETHKA TEMETpeKceaa HE HM3MEHSACTCS NpH NPUMEHEHUH ¢ (OJIMEBONW KHUCIOTOU
nepoparbHO, BUTAMHHOM Bi12 BHYTPUMBIINIEYHO W TMPU KOMOMHUPOBAHHOM MPHUMEHEHUU C

OUCIINIIATUHOM.
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[TemeTpekcer HECOBMECTUM C PaCTBOPaMH, COACPIKAIMUMU KaJbLHM, B TOM YHCJIE C PACTBOPOM
Punrepa sakrata u pactBopoM PuHrepa. B OTCyTCTBUM MHBIX HCCIENOBAHUN COBMECTHUMOCTH

MNEMETPCKCC HC CICAYCT CMCIINBATL C APYTUMHU JICKAPCTBCHHBIMU IIpCIIapaTaMu.

Oco0ble ykazaHust

[lemerpekcen MOXKeT NOAABIATH (PYHKIMIO KOCTHOIO MO3ra, YTO NPOSIBISETCS B (opme
HEUTpOIIeHNH, TPOMOOIMTONEHUH M aHeMHuM (WM maHuurorneHuu) (cm. pazzgen «lloGounoe
neiictBue»). Muenocynpeccusi SBISETCS J1030JIMMUTUPYIONIEH TOKCHMYHOCTBIO INEMETpeKce/a.
[lepen kakIpIM BBEIEHHWEM IEMETpeKceaa HeoOXOOUMO MPOBOAMTH OOIIMM aHAIU3 KPOBHU C
MOJCUETOM JielikonuTapHoil ¢opmynsl M uuciaa TpomOouuToB. Ilemerpekcen He criemyer
IPUMEHATH JI0 TeX I0p, HOKa abCOMOTHOE YMCIO HeHTpoduios He mocturneT >1 500/mMm3, a
quciao TpoMmoOoruToB — >100 000/MMm®. CHikeHue 103bI B Hayaje OYEpPEIHOTO IIUKJIA
OCHOBBIBaeTCsI Ha HauMMEHbIIMX 3HaueHUsX AYH, uucma TpomMOOUMTOB M MakcHMaibHOU
HEreMaToJIOTHYeCKON TOKCUYHOCTH, KOTOPbIE HAOIIOAINCH B MIPEIBIIYIIEM UKIIE TEPATuH (CM.
pazaen «Crnocob mpuMeHEHUs U 103bD»).

B Tex cimyvasx, korja mpoBOAMIIACH TpeMeauKaius (OJIMEeBOM KHUCIOTOW M BUTaMHUHOM Bio,
OTMEYAJIUCh  MEHBIIAsI TOKCUYHOCTH M  CHW)KEHHUE 4YacTOThl TE€MATOJIOTMYECKOM U
HEreMaToJIOTHYeCKO TOKCHMYHOCTH CcTeneHu 3/4 Takoil, Kak HeWTpomeHus, QeOpuibHas
HelTporieHust W UWHQEKIUs ¢ HeWrponeHuen creneHu 3/4. IlosTomMy BceX NalMEHTOB,
MPUHUMAIOIINX TEPANUI0 MEMETPEKCEOM, CIEIyeT MPOUHCTPYKTUPOBATh IO IMOBOAY MNpHUEMa
¢donueBoil KUCIOTHI W BUTaMuHA Bi2 B KadecTBe MPO(PUIAKTUYECKOM MEphl ISl CHUKEHUS
TOKCUYHOCTH, CBSI3aHHOM ¢ Tepamnueit (cM. paznen «Crnocod MpUMEHEHUS U J03bD»).

VY nmanueHToB, HE NMOJIy4aBIIUX IPEMEIUKALIUIO TITIFOKOKOPTUKOCTEPOUAOM, OTMEYAIINCH KOYKHBIE
peakuuu. [Ipemennkamnus nekcaMeTa3oHOM (MJIM SKBHUBAJICHTHBIM IMPENapaTOM) MOXET CHU3HUTH
YacTOTY U CTENEHb TSHXKECTH KOXKHBIX peakiuii (cM. paznen «Crnocol mpUMeHEHUs U 103bD»).
Bbu10 M3y4eHo HEOCTaTOYHOE KOJUYECTBO MAIMEHTOB C KIIMPEHCOM KpeaTuHUHA <45 MI/MUH.
[TosToMy mprMeHeHHE MEeMETpPEeKCcea y MAlMeHTOB C KIMPEHCOM KpeaTHHHHA <45 MII/MUH He
pexomenayetcs (cM. pazaen «Crnocol mpuMeHeHus U A03b» U «IIpoTHBOMOKa3aHU»).

VY nanuMeHToB C TMOYEYHOW HEAOCTATOYHOCTHIO JIETKOW WJIM YMEPEHHOW CTENeHU (KIUPEHC
KpeaTuHHHA OT 45 10 79 Mn/mMuH) cnenyet u3derats npumenenus HIIBIT takux, kak ubymnpoden
U aneTuicanuiuioBas kuciaora (>1,3 r/cyTku), B TeUYeHHE ABYX ITHEH Mepen NMpUMEHEHHUEM
IeMeTpeKcea, B J€Hb IPUMEHEHUS U B TEUEHUE JBYX JHEH MOCie NPUMEHEHUs NTeMeTpeKce1a
(cM. pazznen «B3aumoneiicTBue ¢ IpyrumMu JIEKapCTBEHHBIMU CPEICTBAMUY).

VY nanueHToB ¢ MOYEYHOM HEAOCTATOYHOCTBIO JIETKOM WM YMEPEHHOW CTEIEHU, KOTOPBIM

[oKa3aHa Tepanus nemerpekcenoM, mnpuMeHenne HIIBII ¢ giurensHBIM — IIEprOAOM
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IIOJIYBBIBEIEHUS] JOJDKHO OBITh IPEKpaIleHO Kak MHUHMMYM 3a ISTh JAHEH 110 BBEICHHUS
neMeTpeKkceaa, B JIeHb BBEACHUS W B TEUYEHHE KaK MUHUMYM JBYX IHEH IOciie BBEACHUS
nemerpekcena (cM. paszaen «B3anMoneicTBre ¢ IpyrMMHU JIEKApPCTBEHHBIMU CPEACTBAMUY).

[Ipy MoHOTEpanuM NEMETPEeKCEeAOM WIM INPH €ro MNPUMEHEHWH B KOMOMHAIMM C JAPYTHMMHU
XMMHOTEPaNeBTUYECKUMHU TpenapaTaMyi OTMEYalIlCh CEPhE3HbIE SIBIEHUS CO CTOPOHBI MOYEK, B
TOM YHCJIE OCTpasi MoYeyHasi HeJOCTATOYHOCTh. [IpK 3TOM Y MHOTHX HAllMEHTOB, Y KOTOPBIX OHU
HaOroanuch, ObUIM (DaKTOPBl PUCKA PA3BUTHUS SIBICHUH CO CTOPOHBI MOYEK, B TOM YHUCIIE
00€3B0’KMBAaHUE WX YK€ UMEIOIUECs THUIIepTeH3us UK Auader. CorylacHO MOCTMAapKETHHIOBBIM
JAHHBIM, MPU HNPUMEHEHUM NEeMETpeKcela B KaueCTBE MOHOTEpAllMd WM B KOMOMHALUU C
JIPYTUMH  XUMHOTEpANeBTUYECKUMH TperapaTaMM TakXe OTMEYaIHMCh CIIydyad pa3BUTHS
HE(PPOreHHOr0 HecaxapHOro AuadeTa U HeKpo3a MOYEYHBIX KaHAIbLIEB. BONBIIMHCTBO CilydaeB
paspelanuch IO0cie NpeKpalleHus NpPUMEHEHus nemerpekcena. HeoOxoaum peryispHbIi
KOHTPOJIb 332 COCTOSTHHMEM IallMEHTOB Ha IMpPEIMET Pa3BUTHUS OCTPOro TyOyJIIpHOIO HEKpO3a,
CHIDKEHHSI (DYHKIIMM MOYEeK M MPHU3HAKOB M CHMITOMOB HE(POreHHOro HecaxapHOro auadera
(HampuMep, TUTIEPHATPUEMHH).

BnusiHue TkaHeBOM >KMIKOCTH, HalpuMep, IUIEBPAIbHOIO BBINOTA WM aclUTa, Ha JIEHCTBHE
neMeTpeKcea 10 KOHIA He ONpeAeseHo. B Xole KIMHUYECKHUX HCCIEeOBAaHUN y MAallMEHTOB C
COJIMIHBIMU OITyXOJISIMH YCTOHYHMBOE CKOIUIEHHE TKAHEBOM KUIKOCTH HE OKa3bIBAJIO BIUSHUS Ha
IUTa3MEHHYI0 KOHIEHTPAIMIO MM KJIMPEHC MEMETpeKcela MO CPaBHEHHUIO ¢ MaleHTamu 0e3
CKOIUICHUsI TKAaHEBOM JKuAKocTH. TakuMm oO0pa3oMm, cIenyeT pacCMOTPETb BO3MOXKHOCTb
JPEHUPOBAHMSI CKOITUBLIECHCS KHUAKOCTH Mepesl HayajaoM Teparuy NeMETPEKCEI0M, OJHAKO, OHO
MOYET He MOHa100UThCS.

BBuny XelnyZo4YHO-KHIIEYHOW TOKCHYHOCTU MEMETpeKcela, MPUMEHSIEeMOro B KOMOMHAIIUH C
LUCIUIATUHOM, HaOJI0Nanoch CUiIbHOE 00e3BoXkMBaHME. [lanmeHTaM noikHA OBITH NMPOBEIECHA
IPOTUBOPBOTHAsI TEepamus, a Takke oOecledyeHa aJleKBaTHas THApaTalus 10 W/WIK Tocie
Tepanum.

Cepbe3Hble CepIeYHO-COCYNCThIC HeXKeaTeIbHbIe SIBICHHS, B TOM Yuclie HHPapKT MUOKapAa U
HapylIeHHEe MO3TOBOIO KpOBOOOpAlIEHUs, HAOMIOAAIMCh HEYacTO B XOA€ KIMHHYECKUX
UCCIICIOBAaHUM TI€MEeTpeKcea, Kak IMpaBWwiIoO, NMPU IPUMEHEHHH B KOMOMHAIMM C JPYIMM
IIUTOTOKCUYECKUM IIPETapaToM, IpU 3TOM B OCHOBHOM Y IMAaIlUEHTOB C (POHOBBIMH (paKTOpaMu
pHUCKa CepJIeTHO-COCYAUCTHIX 3a0oneBanuii (cM. pazaen «[lobouHoe aeiicTBre» ).

[TockonbKy COCTOSIHUE UMMYHOCYNPECCHU PACIPOCTPAHEHO Yy OHKOJOTMYECKUX IMAallMeHTOB, HE
PEKOMEHAYETCsSl COMYTCTBYIOLIAs BaKUUHALMA JKUBBIMH aTTEHYMPOBAHHBIMU BaKIMHAMU
(cm. pasgensl «lIporuBomokazanus» u «B3aumozelcTBue ¢ JPYrUMHU  JIEKapCTBEHHBIMHU

CpeICTBaMmu»).
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BBuny Toro, 4ro memerpeKkces MOKET BBI3bIBATh T'€HETHYECKHE HAPYIICHHSI, MOJOBO3PEIbIM
MYKYHWHaM HC pCKOMCHAYCTCA CTAHOBUTHCA OTHAMHU HA MPOTSXKCHUUN TCpallu MEMCTPCKCECAOM U
a0 3 MCCALICB IIOCJIC HEC. PGKOMGHI[yeTCH HCIIOJIb30BATh HAACKHBIC MCTOABI KOHTpAICIIIIUN UIINU
BO3/ICP’KUBATHCS OT IOJIOBOM XKM3HU. BenencTBue TOro, 4yTto memMeTrpekcel] MOKET BBI3bIBATH
HeoOpaTuMmoe Oecriofne, My )KUMHaM PEKOMEHAYETCsl PACCMOTPETh BO3MOXKHOCTH COXpPaHEHUs
CIICPMbI 10 HavdaJia TCPaIrinu.

)KeHH_II/IHI:I B JCTOPOAHOM BO3pACTC NOJIKHBI MPUMCHSATH HAJACKHBIC MCTOABI KOHTpALCTIIUN BO
BpeMs Tepaluy MEeMETPEKCeIOM U B TeueHHe 6 MecslleB IOocie €€ 3aBepIICHHs (CM. pas3fel
«IIpumenenue npu 6€peMEHHOCTH U B IIEPUOJ] TPYTHOTO BCKAPMIIUBAHUSY ).

OTMmeuanuch CJIydau JTy4CBOro HCBMOHHUTA Y MAllMCHTOB, IMOJyYaBIIMWX JIYUYCBYIO TCPAIIUIO OO,
BOBpEMSI MJIH TIOCJIE Tepanuu neMerpekceoM. TakuM nanueHTam J0KHO OBITh YAETICHO 0co0o0e
BHHMaHUE, CIEAyeT C OCTOPOKHOCTHIO MPHUMEHSTHh JPYrUe pagruoCeHCUOMIN3UPYIOIINe
pernapaThl.

Y MalUCHTOB, MPOXOAUBIIUX JIYYCBYIO TCPAIIUIO HCCKOJIBKO HEACIIb UJIN JICT Ha3ald, OTMCHAINCH
ClIydaul pelinBa MOOOYHBIX SBJICHUH JIyuyeBOW TeparmH.

[Ipenapar conepxut Hatpuii, 10,75 mr Bo urakone 100 mr u 53,74 mr Bo daakone 500 mr, 4TO
3kBUBANIEHTHO 0,54 % 1 2,7 % ot pekomeHnioBanHON BO3 MakcuManbHOM CyTOYHOM A03bI HATPUS

JUTSL B3POCJIBIX, COCTABIISIONICH 2 T.

Bunsinne Ha cIOCOOHOCTH YIPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEeXaHU3MaMU

Brnusinue nemerpekcena Ha CliocOOHOCTh YHPABISATh TPAHCIOPTHBIMU CPEJCTBAMH HE U3y4ajiocCh.
OnHaKko 0TMEYAIOCh, UTO MIEMETPEKCE]T MOXKET BbI3BIBATH MTOBBIIICHHYIO yTOMIIsIEMOCTh. [ToaToMy
MAIUEHTOB, Y KOTOPBIX HAOJFOIAeTCs MOBBIMICHHAS YTOMIISIEMOCTb, CIIEIyeT MpeaocTepedb OT

yIpaBlIeHUs! TPAHCIOPTHBIMU CPECTBAMU M pabOThI C MEXaHU3MaMH.

dopMa BbINTYCKa

JInodunusar A NIpUroToBIeHUs pacTBopa 1t HHPy3uid, 100 mr u 500 mr.

ITo 100 mr mmu 500 Mr nelcTBYIOMIETO BEMIeCTBA BO (hIaKOHBI OECIIBETHOTO CTEKJIA, TEPMETHIHO
YKyHOpEeHHbIE MPOOKaMU PE3NHOBBIMHU, C OOKATKOW KOJMauyKaMH aJlOMUHHUEBBIMHU WM aJTIOMO-
MTACTUKOBBIMHU.

1 ¢makoH BMecTe C HHCTPYKIUEH M0 MPUMEHEHUIO TOMEIIAIOT B TIAYKy U3 KapTOHA.

ITo 50 wim 100 ¢paakoHOB C paBHBIM KOJUYECTBOM HHCTPYKIIMM 1O TPUMEHEHUIO TTOMENIAIOT B

KOpOOKY M3 KapToHA (ISl CTAIllHOHAPOB).
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Cpok rognoctu
2 roja.

He npuMeHATH 10 UCTEYEHUU CPOKA TOAHOCTH.

YcaoBusi XxpaHeHust
[Ipu remneparype Huxe 25 °C.
[TpuroToBEHHBIH PacTBOpP: XpaHUTH B XonoauibHEKE (2 — 8 °C) He Oonee 24 yacos.

XpaHUTb B HEOCTYITHOM JUIS IETEU MECTE.

YcaoBus oTnycka

OTnyckaroT Mo pelenty.

IIpousBoauTenn
000 «<BEPODAPM)»

Aodpec _npoussoocmea: Poccus, 601125, Bmagumupckas o6in., IlerymmHckuil paiioH,

noc. Bonbrunckuit, yn. 3aBojackasi, Bnaaenue 120.

Ten./dakc: (4922) 37-98-28.

Baagenen perucTpanmoHHOro yaocropepeHusi/OpraHu3anusi, NPMHUMAKOIIAs NPeTeH3UU
norpeoduTesei
000 «BEPOD®APM»

IOpuouueckuii _aodpec: Poccus, 601125, Bnagumupckas o6ma., IlerymmHckuii paiioH,

noc. Bonerunckuid, yi. 3aBojackas, BiaaeHue 120.

Aodpec npunamus npemensuti: Poccus, 115088, r. Mocksa, 2-if FOxHOMOpTOBBIH Tipoe3, 1. 18,

cTp. 9, aTax 2.
Ten: +7 (495) 797 57 37
dakc: +7 (495) 792 53 28

E-mail: info@veropharm.ru

https://veropharm.ru
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